
Technical
Note: 2.5 The Thermo Scientific TruScan RM Analyzer

for Raw Material Identification

With increasing regulatory pressures and the drive 
toward lean manufacturing in the pharmaceutical 
industry, it is now more critical than ever to implement 
efficient, accurate incoming raw material identification.  
The Thermo Scientific TruScan RM analyzer, our 
next generation handheld Raman spectrometer, 
allows pharmaceutical manufacturers to obtain 
reliable identification of bulk Active Pharmaceutical 
Ingredients (APIs) and/or excipients within seconds, 
virtually anywhere in the manufacturing plant.  Its 
non-destructive, point-and-shoot capability facilitates 
rapid verification of raw materials right through sealed 
packaging, thus eliminating the need for sampling and 
minimizing the risk of contamination or exposure of the 
sample.

The TruScan® RM analyzer builds on the proven 
capability of the flagship TruScan analyzer, which 
is already used in hundreds of pharmaceutical 
manufacturing sites globally, to deliver a state-of-the-art 
optical platform paired with a revolutionary embedded 
analysis package.  The analyzer also offers enhanced 
regulatory compliance features, as well as software and 
data management.  The design for the TruScan RM 
analyzer was optimized to answer the stringent needs 
of a pharmaceutical manufacturing environment and 
simplify the day to day operations for technical and 
non-technical users alike.  

Form Factor
Weighing only 2 lbs (900 g), the TruScan RM analyzer 
is ergonomically designed to be handled for extended 
periods of time, limiting the strain on the operator.  Its 
size enables users to fit it into tight spaces and rapidly 
authenticate raw materials. 

The analyzer has been treated with a chemically 
resistant thermoplastic coating and designed to be 
vibration resistant to endure rigorous use in a loading 
dock or sampling room.  Furthermore, the instrument is 
water and dust resistant with an IP64 rating, enabling 

it to withstand dusty and humid environments.  The 
analyzer can be cleaned easily using bleach solution or 
isopropanol for decontamination after use.

Analysis Speed
The exceptional performance of the innovative optical 
engine enables the TruScan RM analyzer to deliver 
rapid analysis results, up to five times faster than 
traditional Raman platforms, for quick release of raw 
materials to manufacturing.

Broad Material Coverage
State-of-the-art optics allow measurement of materials 
for which Raman analysis was traditionally considered 
too slow.

Batch Reporting
The TruScan RM analyzer’s workflow is optimized to 
enable users to focus on inspection of raw materials. 
The analyzer offers a “batch workflow” concept 
enabling tracking of incoming material containers with 
its built-in barcode reader and automated generation of 
unique batch reports. 
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Assisted Method Development and Validation
Typically, development and validation of analytical 
methods requires the experience of highly skilled 
personnel.  Through the use of embedded automation 
features, the TruScan RM analyzer easily navigates 
any user through standard method development and 
validation protocols.  First, the assisted signature 
acquisition wizard enables the creation of high quality 
material reference signatures by monitoring parameters 
such as signal-to-noise ratio and potential sample 
interferences.  Second, the selectivity test wizard 
simplifies and accelerates the method validation process 
by generating a report  which lists potential conflicts 
and/or risks with other methods.  These support tools 
enable rapid and easy development of specific and 
robust methods.

Method Transfer and Fleet Administration
To facilitate the deployment and the administration of 
a fleet of TruScan RM analyzers in different locations, 
identification methods and system configuration 
files can be easily shared between instruments.  The 
analyzer’s sophisticated embedded algorithms enable 
the creation of instrument independent method files 
that can be transferred to multiple instruments through 
a web-based interface.

Data Transfer
Data security and integrity are essential in a GMP 
environment. By using TCP/IP and checksum protocols, 
the TruScan RM analyzer ensures that all acquired data 
is safely and correctly transferred and stored to a secure 
electronic vault for later review or archiving.

Compliance
The TruScan RM analyzer is designed for GMP and 21 
CFR Part 11 compliance.  Many features are designed 
to address and balance operational and compliance 
needs.  For example, the password system includes 
password complexity and aging as well as a biometric 
functionality to enable users to rapidly access the sys-
tem while complying with the stringent requirement of 
login credentials within a closed system.  Additionally, 
periodic qualification of the analyzer  can be performed 
with annual performance checks executed remotely for 
faster and efficient requalification.
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